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KlRYA!F ATIDIM, P.O.B. 58165 
-=V, 

z4lmxmAMEiu~, INC. 510(k) No: 
ATTRGARYJ~ E33FlE1D: 
16303P?ssAuIcc 
SAN -, CA 9457~1116 

Koo2939 

949-250-9688 

Km2933 

864-369-7391 

fo300929 
505-323-2403 

KOOO620 
352-338-0440 

KOO2l.30 
972 648 1448 

Km3121 
510-276-3559 

MED1simm. 
3YrINzmc - 
l2013RDAvE. 
SEUTLE, I% 98101-3016 

510(k) ND: m2372 
FHmEm:206-621-6500 

mm, INC. 510(k) N3: KOO2577 
ITANDET4rIEm~-pAIxs 
A!lTN:RSRl?AXLINEi EKm m : 303-926-1917 
500%AKElURAVENUE,~100 
~,a080027 

l4imLmE-,INc. 
ATIWIARANS- 
am z-fEmIm PL. 

510(k) m KOO3091 
EENE m : 847-949-2639 

-, IL6axM486 

SEDEms1cNMADE:O6-Om-2ooo 
510(k) SOM%RY Am IXM RX 

DEmcwdsrEFaEsiEwx~~c~ Kmxft-mEESLTFG1a 

SEDEmSIcNmDFa:19-ocT-2ooo 
510(k) SLMMY AVAILAXE FRX FlXi 

DEVIU3:F4XXI!EFflLSDLI~SY~ 
SEiDEXXSIcNM?UE:17-OCl'-2000 
510(k) ~AVARABtEBXMEDA 

DEvIcz:m~IANrruBE-sY~ 
SBDErIS1mmDE:3O-ccT-2ooo 
510(k) SMMtY Am FllcM EDA 

DEVICZzNIRBILIARYSl!ENJ! 
SEDEaS1~&mlz:3O-Ocr-2000 
510(k) SOMARY AVAILAmZ .EXH FDA 

510(k) SMdARf AVAIUBLE FRM mA 

~U3:2XXESSALEKtGAEE 
sEDEcISIavmx:25-om-2000 
510(k) SM+fAFU Am FRX mA 

DlWXCE:~CSON~- sY~,~looaTJTfyg,m 

sEDEmSIm~:2~-2OOO 
510(k) SLNlMV AVAXABUZ FXN FDA 

DEVICXklEDLINE~ vINyLE444GLmm,Ftx4DERFREE,yEI;Lc1w 
SEDEcISIa?mDE:24-ocr-2cxx 
510(k) sA!mma 



suBMIlTERADDBEssLIsTINGma)BH- E@JIWBR (SE) 510(K) m CR 510(K) m 14-m&2ONl 
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l4ENIm 03. LZD. 510(k) Iu3: K.002140 
N'IRBEVEEUXDVEYNWI PHm!xm:978458-6888 
269A BUARXWE S!JREET 
wllxImm,mol887 

MERIDIaNmIcAL.~ IES L!IC5lO(k) m KOO2310 
m-m PBslFlm:442890222333 
207AIRECRTFtD.,mST 
-I 

MImDEzl?m, IN!. 
zsrmm1m 
2852 I+ZDlUF AVE., SurmE I-61 
tlIusrm, CA 9278&703,3 

MICXK)DEXEK!T, I&Z., 
zcllnTzm1m 
2852 -AVE., SUI'IE H-1 

. llTmIN, ca 92780-7033 

l4IDMmKm. 
m:MME SNYDER 
a3TE47~,vIsl!AMwE 
vERwLmS,m45380 

l4lxNIx, INC. 
A!IT&ALBEFU'FCXANCYJR. 
1938 hEw HI= 
-, NY 11735 

ZE -IF 
249 lMDEBEC AVE. 
Ivxwca,m02062 

MXUA S.A. 
2xrmmvlD OwEtAD 
l5RuE-BESSE 

NARrmGEm.,Lm. 
lams- YcxaYMm 
27-9 m 4-axz4E 
E4JSBGW-K0, 'JlWYO 157-0062, 

510(k) No: KW2289 
FKNE ND : 801-208-4404 

510(k) Ex3: KOO2358 
pH=NEIW:714-&32-8234 

510(k) bKh KO02359 
HDNEND:714-832-8234 

510(k) 153: x003090 
FFKNE m : 937-526-8390 

510(k) 1u3: KOOO927 
PKNE No : 516-694-9555 

510(k) NX KOO3076 
EBXIE rJD : 781-251-2794 

510(k) ND: Koo2191 
E%mE m : 331 467 44674 

510(k) m KC02850 
PHXEND:81333088383 

DEVICE:NE!NICDi-- 
SEtDEas1~~:1o-ocT-2000 
510(k) SWWm A- mXX m?i 

DEvIcmcmDI~ cBl2/12, z.3mEL a3l2/l2 
SEDExxs1a?MADE: 25-m&2000 
510(k) SUWARY AVAILAWZ Fm+f m 

DEWICEzIQZRED l7xsmsmcGuIDEm 
SEDECISICNMDE: O&CCC-2000 
510(k) StBMARY AVAIIAXB FXM EDA 

DEVI~MDIGLIADINATEST 
SFaDEcISI~MADEi:l9-Ocr-2000 
510(k) m AVAIMBCB FlXM lFL1A 

DEVICEr~IGLIADINGTEST 
SED.mIs1oNMADE:19-ocT-2m 
510(k) SWNARY Am Fmd m?i 

DEvIa:mm INs!mmmwsYsTEM 
SEDEmS1cNMADFl:18-ocT-2000 
510(k) zYBm&Xr 

DEvIc33: A-LLQIGER tz!mmmIc~I~SY~KxLELAuSS-4 
SEDlicIS1mMADE:1o-oc;T-2ooo 
510(k) SWaRY AXULABLE mX m?i 

DEVIC33:XTEKcxlFEpyx 
SEDECISICNMADE:27-Wl!-2000 
510(k) i%BMXRY Am FRB ?mA 

DEvIcm cIz?mmD l=W@ERIIMIm 
SEiDECISIcNMhDE: l2--2000 
510(k) SUWBY AvAIIA13Le Ffm EIZA 

DEvIa: -202 3D ~CooARsE/FINE~~ 
SEDEcIS1a?Mzm:05-ocT-2000 
510(k) CZMARY AD FFCM mA 



-ADDBEss LIssTlxFoR~-~ CW 510(K) 14-Nx-2Oal 
latFlrmLIzEczsIaJs 

tW4MlWS CR 510(K) - 
RE2uDEfmlxRRGDuRINGPEmpERIcz,01~-2000~ 31-CCT-2000 pitge 19 

NELum-BENNElT, INC. 510(k) 1uD: KOO2686 
-Y-2- 

F?xNE m : 763-694-3500 

NE&m?, lx!. 
lU?INzIEEA- 
7200-m. 
SullllE loo 
BXXIHXE,~23244-2704 

NICSXS~D~CS 
ziI!m:Jpply WONG 
33047CRLLEiAVIALXR 
SAN JOAN CW-, CA 92675 

NIEXN~AMEIIICA, INC: 
mIN:KmIE BIsmP, 
2601crMPusm. 
IIWINE, Ca 926l.h1601 

PmINz+mmaL,INc. 
I A!llwFaa-JAEaPBmmEm 

2605FEEWRXKIANE,N%UH 
IcmmmLB,MN55447-4755 

mmmAB 
Rl!mRIm KIRSCHNER 
P.O. Em 435 
LYNwxo,m98046 

NXESKA-AB 
mFuajAFD - 
P.O. Ktx 435 
r.xNKm, WA 98046 

N.xmsKA-AB 
rcEr?zmm - 
P.O. xx 435 
LYNCCD, w498046 

IaniBIaaDIc7&axPa 
m:PAuLw- 
2OoPmsPEmsr. 
-, MA 02254-9141 

510(k) ND: KCOl8ll 
PHXEi~:410-944-5200 

510(k) ND: KOO28M 
Pis.mE m : 949-240-5260 

510(k) 1uo: RX1693 
PfXNE N-3 : 949-250-3210 

510(k) 1JD: KCN2690 
PENEND: 612-553-9968 

510(k) ND: KW2808 
EXNEm:425-745-2584 

510(k) E1D: KOO2810 
PE3XEm:425-745-2584 

510(k) ND: KCXL?8ll 
FENEm: 425-745-2584 

510(k) No: KGO26l3 
FfKNE ND : 781-894-08W 

sEDEtzIs1a?MADFl:1&otT-2m 
510(k) CXBM?W Am FRX FDA 

510(k) fSWBB?r 

DEVIU?l:NICXKSADWWlXE?HyIlrxaoB 
sEDEicIsIauMmE:2O-OcT-2000 
510(k) aSUMARY AVAIIABIE m lX#i 

DEvIa%r.Jmsan?EP,mxLEsG4l~fzRrEs 
sEDEm.sIcNblmEi:2~-2000 
510(k) SuMmY Am FRx mu 

510(k) SWM?iRY AVAILMU IXM BDA 

DEWIccE:ANA7OB?ZNGZ4M%2DIspERsED PmsEDEilwAL~ 
SEDEcISXa?I9uTE: 31-OC!r-2000 
510(k) SUMARY Am FlXX Fm 

510(k) 8'TmEmm 



sxJmn!mAaDREssLImmmw~ 
~FINzutDEXXSICNSREBWRED 

(SE) 510(K) SUWARBS CR 510(K) SmTfBmm 
DuRnwmEiPERImo1-ocr-2ooo TEKXEH 31-OCL2OW 

iziflkm 
e 514 Sam 

cxImwmA, c?i 91741 

510(k) t0 KOOl464 
pi-KNEW: 626-914-2891 

OASIS-,LEL: 
zxLTr?:JAMEs B 514 S. V AVENUE 

GLlmomA, OR 91741 

510(k) ND: Eooo2443 
FT-KNE m : 909-305-9857 

axzopx2ummC~ 
ATIwItE!vIN~ 

03. AG 510(k) MB: KOO2510 
F5nlE ND : 

777 s. whDsxmH BLVD. 
720-962-5-412 

BLW. 2, SOITE 102 
-, 03 80226 

clLlmm3 AMERIa, INC. 
ATIwMIcnAEL a4wBELG y 

510(k) m KCNX918 

3331tmYATdL7w, 
H m : 972-556-%97 

llwnw, Tx7q3104 

aLYMK?sMcA, Ike. 
lurnU%MIa - 

510(k) m: x002982 

* 3131wEsrmYALLAw 
PfmE ND t 972-5569697 

Il3vm& Tx75u63-3104 

ct.mm (m) w. 
n4(2Go&iK!mmsaR~) 

510(k) m KO02922 

ATlWWILLIAMEPRIl'cN 
7815YhNm?BILTm~w 

F ND : 330-966-8878 

lJcBiM QWICN, CH 44720 

510(k) txh Km0848 
PEzmE ID : 973-227-5505 

wEsrc!fumcL,IuJ07006 

cx=xNlMNMAalRP. 
~REiEXCAARIUS 
lOOAKZ0AVE. 
DUW?H, NC! 27712 

510(k) m: KOO3104 
BEmE! NC) : 919-620-2288 

(YrlDBocK CRIHXmIC INDUSTW, IMSlO(k) ND: Kooo739 
ATIwwliuIN4JlyxgcN 
3OOOxBfIOMLANE,SUITEN 

pKxuEND:6l5-773-0002 

PIxMm&m55441 

DEVIC!&DISKX?SU H-PEMIBm 
sEDEmsIN&mDEi: 02-ax-2000 
510(k) SLBMFw AX4lUBLE FR.M FDA 

DEVICE:~~DRESS~ 
sEDEcIsIcwmDE:l&ocT-2ooo 
510(k) SmGRY AWbIIAEU l?RM JBA 

DEvIc33: - 
sEDEcIs1xx24ADE:18(xTT-2000 

510(k) WM?BY AVAIIAHLE IRX FDA 

DEvIcEr-CRPLAlM-ID~c- 
sFBDEcIsIm~:2~-2ooo 
510(k) i?mmmxc 

DEvIcE:olxm!sAu2700~~~~ 
sEDExxsIcN~:2~-2m 
510(k) SIZLILIEMEN 

14-xN-2000 
%T= 20 

DEvIcm!LDKHANDP~ 
sEDExxs1mMAaE:05-ocr-2000 
510(k) ,tmammm 

DEvIa3: J?AcT/zuiERr CSR 
sE~sIa?MADFl: 2O-ax-2000 
510(k) SUMMARY AVASLAWS FEam FDA 

l3zvIcE:Bmm-m 
sEDEcIs1avmDEi:24-om-2m 
510(k) SUMMY AVAnAELE FRX FDA 



-ADDREssLI~mcaRH-~ VW 510(K) 
KiRFINALDEfXS1CNS- DuRItmTfaEPEmmo1-ocr-2000 

sLMNUES CR 510(K) m 
TEJXXM 31-ocT-2OQO 

U-NYV-2m 
-iF= 21 

cxmmBIa1mI;IMITED 510(k) Wz x002622 
iWl!RPNL?NSA~ FfmEm:44Ol865784840 
c%Fcmm: 
cEmRD,m44GA, 

P.T. m WXINDO 510(k) p30: IUXKB38 
cmEm!uIBEL933~(5oMI-~LEss) 
mm- PHmEm:626165OOl5 
34. mL. Yes SUDAFS3 K.M. 10 
Ic?wsaNINDusRI~ 
-, 

P?aMEm.csL 
A, 5265V 
ZUTNZFCEEKPCMAC!E 
391 XtxTm Km Ia 
l@iUWW, MA 02451 ,, 

510(k) N3: KC%?204 

EiX'NFs ND : 781-890-5656 sEDEcIs1a?zdriDFi:18-ocI-2m 
510(k) SBWBERr 

510(k) r53: KW2496 
E'KNE Ex) : 781-890-5656 

DEVICE:lKDEL4815~ 
sEiDExxsIcNMADE:1~-0 
510(k) %RTWWr 

* PAmMEDIaTJ 
ATXklXBEFOClJIRCE 
391 'pIJI?EN FCND RD. 
wRL!ElN, MR 02451 

510(k) m Koo2497 
PHCNE IQ : 781-890-5656 

DEvIcYz: MmEL4810-~~ 
sEiDExxsINmDE:1O-ax-2000 
510(k) sIYm%mr 

PARAD1Q4m1aiLIrausmz, INC. 510(k) rJ0: KO02228 DEvIa3: pExY.lmm laxRsmnm SYSTEM, leaELr3 z-E%34-wx~ 6r Z-l317 

z.E TEWX s BEsr 
2355 SWIH 1070 WEST 

., 

!aKNE ND : 801-977-8970 

sAmlAKEcITY,ur84ll9 

-mm. 
ATIN:EJSUI!H 
1714 sfxmi LYa? sr. 
iszQ?m ANA, CA 92705 

510(k) m K983783 
pf.mE IQ : 410-451-0639 

-, INC. 510(k) ND: KOOl703 
ATTWDENISJEC- PIXW Nl : 650-474-3193 
4ooz3lxxNwDRIvE 
-cITY,ca94063 

PM FRIUIQE FUR DIE MEOIZIN ?!G 510(k) 1u3: Koo2471 
XIVJzSALVAlXXEF~ FixNEm:949-463-6146 
15 a4EKxm - 
TPABOCO -, CA 92679 

DEvIcm BIW 
sEDExxsIcN~:2~-2000 
510(k) m 

DFXICS:DIGI'IC4EBEWDEREPEECYXED EXRKDWI~-WITBPPUIEINC 

~DEcIs1a?MADEz23-ax-2000 

510(k) mnmm?r 

DEVICE: PACBMEREXTE%IcXC7iRLE~ 4265,4265A, 4265V, 5265, 5265 

sEiDEcIs1mM?m:O6-Om-2000 
510(k) SUMRY AVUIMIE EllcM mA 

ma: HEATED EllBaDIFIER 
sEDEcssIm~:24-a!J!-2OoO 
510(k) iYrA%MW 

DEVICE:PEXUXFiVASWLARSUIU.RE-DEVI~ 
sfzDEms1cnJMlm:03acr-2cm 
510(k) sU&SRY AVAILMLE EFW FDA 

DEVIC33:JEICANMUBER~SST 
sEiDExxs1mmDEi:19am-2000 
510(k) SQNBY Am FRX FDA 



-ADDRESS Ll2nmuzmcnrwm~ 14-xw-2ooo 
XXZFXNWDEZSItXSREWERED 

6-J 510(K) 
DfJRImmpERIcD01~-2000 

SSWNWES CR 510(K) B 
'IBRXIZ 31-OC&2000 Page 22 

I53xmsBIo.cEcliocRp. 
ATmGARYllmNus 
53cmTaIAmm?iD 
BlNRSDW, NJ 07825 

PIaGERZ,INC. 
ATIN:AMYHbSMWZKB 
375 RIVER PARKtzTFaE 
M?SQmWZ, MI 498554627 .' 

PuJSc.zmmEmm 
ATm-* 
355OGEzaaL~~cT. 
aDG.l5-100 

a SANDIEGO,C!A92l2XLl22 

1025 JMN A. PAPAULS DR. 
IxNaJraPARK,MI48146 

14OONGfXCMNSTREET 
P.O. Kx 30450 
FaaiEmR,NY14603-0450 

mLYm A/s 
ATIN:tIl-mAs z#mEmEN 
-8 
-, 

510(k) m: -556 
EKNEIu3:61~ 

510(k) hx): KCXX552 
PIBE M3 : 908-362-9288 

510(k) 133: It002880 
PKNE I@3 : 317-849-1916 

510(k) ND: KOO2llO 
Pi-KNEKl:906-226-9909 

510(k) m RX0666 
Ff3XEm:858-455-2400 

510(k) PJO: KW2651 
PHJUE ND : 3l3-383-7220 

510(k) tn K.002025 
Es3Em: 716-33S-8638 

510(k) N3: I@80974 
PixNETm:454-465-1566 

F!RIlUX-D, IN5lO(k) ND: KO02675 
ZE'INzICX&EtJACaRBALU) FKNE ND : 52-l-2556 
45OOEaST -BLw., #50 
'NCSCN, AZ 85712 

DEvIaT:a!EmEAsY~~LENs 
sEDExXSIc.f?MADE: 31-OCT-2OCG 

INJEaut‘Mx)EL~l 

510(k) SWMARY AVAIIAEU FR-M Fm 

DEvIc33:TREm3EK-~EIA 
SEDEcIs1mmDE: 19-Ocr-2mO 
510(k) SIRB4WT 

DEVICE: 3ooLc DL- IM?!G:IIuc:sY~,~3ooIc 
510(k) fiXBMRY AVAILZWZ ImX BDA 

DEVIm:SPLaUMPSYm 
SEDECISINMADE: 06-Ocr-2OcO 
510(k) SW&MY AVAILMU FICM FDA 

DEvIcl3: lcwixs sfxluTIm KNEiE 
SFnDEEISIavmDE:13-cm-2Ocn 

510(k) SUMARY Am ETCZvl EDA 

DEVICE: o- .pRxmN (HIa tYzNsTpMTII) RE?xENr SET 
SEDEms1cNMADE: l3-cxzr-2000 
510(k) zxmm@?Z 

DEVICE: RIGID GAS E3imgBmmm 
SEDExXSICNMXm 31-CCh2000 

510(k) StRMARY Am FRX ?mA 

DEvIm: SAFEMINI 
mDEfcIS1mMADE:l3-Ocr-2000 
510(k) SWMFtY AVAIIABU F'RX l!DA 

DEvIu3:-EoITIm2ooo--SY~ 
SEDExxS1cNbmDE:25-o(=p-2000 
510(k) SObWiRY A-VAIUPU Ffam EIR 



EiLmrnmm -mm- EQOlWUm (SE) 510(K) SUMMRIB CR 510(K) SZMBEMS 14-x%7-2m 
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-c SYm, INC. 
ATIN:-- 
93OSWIlHMI'.VJiZWNAvE., 
SUITE loo 
OZIIXN, CA 92324-3928 

w=, INC. 
ATlwlxsKfmDEINzER' 
2042amEDELxxiAL 
-, CA 92~1410 

is. l.szpuE AND Aiscaxm, 

. ~E~~~ 
'%3X&, AZ 85032-73j2 

22TEEWAVE. 
BuRLImm,mol6Q3 

RADIcNIcs,INc. 
ATmNANcYC~ 
22!ERRYAVE. 
BtmLnmm,m01803 

510(k) 1u3: KW2500 
PKNJ3 t?3 : 202-637-5794 

510(k) N3: IO302881 
PHmEND:909-783-2280 

510(k) P?Z% KOOl646 
HXNE m : 76&603-5957 

510(k) m wO3094 
HENE IW : 760-918-9165 

INC. 510(k) t0 KOO2983 
FT3BE No : 602-7-5651 

510(k) ND: KO02962 
PimEND: 4618161cm 

510(k) ND: ml070 
ET33E ND : 978-663-7400 

510(k) No: XI01741 
PI33G IQ : 781-272-1233 

510(k) ND: I(002773 
PE33E N3 : 781-272-1233 

DEvIcs:x-FcmRFlsY~plEFGsIcN2fiAD 
sEDEmslmM?m:23-om-2GcQ 
510(k) eSUM&RY AVAILMU I?!RX EDA 

DEvIa?I: -, ozPmmms 
sEDEcIsI~MADE:udcT-2000 

(REsJ?lRATm),~LTv1ooo 

510(k) S AVAIIAEE EXt4 ??DA 

DEVICZkFQEWlW--84Ow -WITH -optic 
sEDFcIs1cNMADE:2O-om-2ooo 
510(k) SBMRY AVAILMIX ERX EUi 

DEvIG3:ll!AsmaPsAI,~AMu[;yzER 
sEiDEcIs1mMmE:25-ccr-2000 
510(k) sLW?W AVAEABSE mat m 

DEVICE: C.T.M. EUGER CSAIR, MJ>EL KS-5600 
sEDExxsIa?mDE: l&ax-2000 
510(k) sOMARY AVAILBEE FRX EDA 

seDlzcIsIm~:o4-ocT-2ooo 
510(k) StWARY AVAEAWZ FXM EDA 

DEvIa:FAD1mm 
sEDlxxs1~~:2po(=r-2000 
510(k) SUbMARY AVAIUEXE FF&M FDA 

DlWIC3S:RADI(XICSRFDISCBIIHGIIER 
sEDE!cIsIa?mDEi:23-aT-2Ooo 
510(k) StEMdRY Am m EDA 

DEVICE: NEcEaAPm~loo 
sEDEcIsI.cNmDE:23-as2000 
510(k) EiUMARY AVAIUBU IXM EDA 

ESYSTEM 



--LI~mcoRH-~ W 510(K) SNBRIES~510(K) m 
RYR?ZtNXADECISIcNs REmERED~'MEpElilco01-ocIc-2000 - 31-OU!-2000 

FFMXXBW. 
z-Yrm:- - 
55DIAMM)RD. 
(YzaMrm, 03. AbrEaM, 

ItEPlamIxac%ie 
ATIN:H?wsm KIM 
86-m, 
hcBuRN,~01801 

-IxcwRP 
ATmHliN-smKIM 
%-PARK, 
-, MA 01801 

--SDN. BHD. 
=W 
ATIN:axw a3uMEE 
r.oT 21909, m.5, lcRxsHFLAN 
HINDIK~~.uuDusr.EsT 
-m,IuJALA-, 

RXXED?XICSZICSCXRP. 
?fITNzFlUCUAAHZIMILt 
9ll5HALxlERD. 
INDIAMIpc&Is,IN46250-0457 

KXXlEDlXXXi!ICSCUP. 
JU!INzKAYATMUX 
9ll5H7auEm. 
IND-, IN462504457 

RXFXX:ENlpipRIsEW. 
xrIN:m aims 
18-3LANE231RTcINNGRD. 
- 320, 

510(k) No: KO02674 
HCNE KJ : 441.849 422413 

510(k) 1x): KMMO3 
FHZNE~:781-667-8893 

510(k) ND: KOOl606 
pHJuEND:781667-8893 

510(k) No: KOOl607 
=BXJ:781-667-8893 

510(k) ND: KCXlO418 
PKluE m : 800-793-1473 

510(k) m: KO03232 

Fm: 603 6368077 

510(k) m RIO1469 
F'HXE N-3 : 317-576-3723 

510(k) N.X m2760 
EmE Im : 317-576-3544 

510(k) ND: KOOl719 
JXNEm:88634631999 

14-Iw.x-2Oal 
m 24 

DEvIa: RANmx MI- 
sEDEcIsIcNMADE:o~-2m 
510(k) SIxmm?r 

DEVIClZz~T4~B~ 
sEDEas1cNMADEi:05-ax-2m 

KIT (cm=x# 105) 

510(k) sI7mmm 

DEVICSh-!tSHENzyME~~ 
sEiDxISIoNM?iDEi: 05-ccr-2000 

KIT (oATAu)G# 107) 

510(k) smmMR?r 

DEVICZ: T3ENzYMEB- 
sEDFas1avmDE:05-Oc.r-2Om 

KIT (- 104) 

510(k) sATEMm 

DEVICZ:PDT~,ExxM80000 
sFiDEcIsIm&mDE!:24-Ocr-2ooo 

510(k) sLRN4tY AVAIUBUZ m mA 

DEwIaz:RsNImlxmP~IcAL 3?JmmwIm(311(;NEs,-FlREE(- 

sEiDEcIs1mMADEf:26-ccr-2000 

510(k) S.MBimr 

DEvIa:ELEIcsyscal5-3TE;sTsY~ 
sEDEcIsIavhmDEY:23-cm-2000 
510(k) SC&MARY AVAZABUZ FEam FDA 

DEvIa3:EuxxYs~- 
sEDEcIs1mlaDE:0EocT-2000 
510(k) SBMEtY AVAILMUZ FRM IiDA 

DEvIa3:Q-LuxPL?lsa1coLImalREDNIT 
SEDECISICNMADE: lOXCl?-2000 
510(k) f3Dimam 



I 

-ammcwcHm~ (SW 510(K) - CR 510(K) SEmMEmS 14-Nx-2000 
lXXFIN?iLDE%XSINs~ DuRING~PERIaol~-2OOOm 31-OCL'-2CXX parp 25 

RXVIGB, W. 
m-RAW- 
GL.- 57-59 
DK-8721 DAIEIWD, 

FUEKMEDIChLSYSBWS,UE 
xrIN:FtxEFtrC~ 
16 XBE!f Vn.uGE CBpFIcEm 
Pl?!xmmD, NY 14534 

400 lma RD. 
* DliwIuE,NJo7834 

sEKm?k-mAs 
ram- cxxmmwK 
2001EasTaAxs;HJREsm 
cXUSWDS,TX76227 

SELFcAm, IN. 
XIXlV:CZ&&AADEEZ!ltJ 
2OOPFcsFaxm. 
WiUW4¶,MAO2l54-3457 

510(k) ND: KOO2168 
H33NE m : 45 75 895711 

510(k) ND: KOOl295 
PIXWM: 7X-249-0984 

510(k) m I(002836 
PIXNEiIW: 949-262-0411 

510(k) ND: Eo[x)2169 
Ff3mFl m : 973-625-8822 

510(k) m I(002189 
F+mEm:973-6258822 

510(k) fXh x002936 
FFKNEhlD: 940440-9530 

DEVIC%MXXE'ICXt'ICX?1oIDS5IM?GEDISRTAY~~ 
sEDECISICNMADEi:17-OCI'-2COO 
510(k) SfMMY AVAILMU m FDA 

510(k) M): X)02867 DEma%INvEEmsMEDI~ cFJuLmIm~I~TEsT 
PKNE ND : 781-647-3900 sEDExxsIcNMADE:l2-ocr-2000 

510(k) SXJMARY Am EFXN FDA 

-c~PIAsTI~- aXJO FX% KO02814 
ICIWC%3ACTSON EKNEN3: 862 157 814212 
258YOsHum. 
wm- 
--I-, 

DEVICEt:DISKEBMUFCWERE)VINYL 
siEiDEcIsIm~:2m-2000 

fzmm!IcExAM-,wHITEm 

510(k) SIWENEW 

-:PIAsTI~s 03510(k) NX -870 
R 
ATmPEmRmIE PHZNE 133 : 011 862 15781852153 DEEISICN MADEi: 16-W&2000 
m.258,YusHuFr.m 

DEVIE: AsPIJEc.r SELF*- DENmLINJEcllIcNslLRIpJ(aE 
SEDEISIcNMADEi: l3-Ocr-2000 
510(k) fmamm?r 

D?zvIcE:PIPER 
sEDEcIs1cNM7xz:25-Ocr-2m 
510(k) SlJpIpIpllRy AVAILMU FFCM EDA 

DEvIcs:MEDIAmGAM!3IEPREP~cNANo-~ 
sEDEcts1oNM?m:03-Ocr-2000 
510(k) fZMEMEW 

DENIcaGLIADINIoG~EIA~~~~ 
sEDEicIsIcN~:l~-2000 
510(k) iSZ?SHW 

510(k) spA?IpIELvT 



suEMMmRADDREss sJsTlmmwRH-~ 63 510(K) lMux7-2000 
FowE'INALDEXXSICX?SHENDEE(ED DulummEPEEucDo&-ccc-2ooo 

- aR 510(K) m 
‘lEBlEH 31-a%2COCl Page 26 

EXEZBJSmAB 
ATmmPE sm 
~Ic!AL~~Qaxle 
l6EUCiRNttZAVBWE 
IlANvERs, MA 01923 

zmrJ:JDDI - -*' 
22010 S.E. 5lSl! S!t!. , 
Il?myAH, ka 98oq9-7002 

510(k) EJD: KOO2l37 DEvm%-- 
plxNl3 En : 978-097-7737 SEDEicIS1~~:05-o(=r-2ooo 

510(k) SUMHRY Am FXt4 FDA 

510(k) m: I(002179 
PJENE NJ : 732-321-4625 

DEVICE:--SY~ 
SEDEcIS1mMADE:ll-ocT-2ooo 
510(k) SDM&RY Am FXM FDA 

510(k) m KOO3014 
PHmEi m : 732-231-4779 

DEvIa?I: -mmMs 
mDEmS1cNmlE:12-otT-2uOo 
510(k) St&WARY AWILWLE FRX BDA 

510(k) m KMW.25 
XT-Km ND : 425-5574.229 

DEWICZtXWLINEiELEGRADINXXTIC~sY~ 
SEiDEmSIcNMADE:2wx!r-2000 
510(k) SUNARY AVAIUiEW lX2-f IBA 

510(k) m: KDO3l.52 
E3SE ND : 732-321-4779 

DEVICE: ScEiIATcMsMILE 
SEtDECISI~~:248(=r-2ooo 
510(k) SLBMRY Am mX Fn!i 

isM?E?rmm.mm 510(k) m KOO2568 

%iiK PU 
L7BELIWC!LMM(5OMI~cWLESS) 

LOT 6487 E?xu 5 3/4 
m NJ : 603 391 6100 

sJAT.mlKAPAR 
--, 

s4MH&PlEElEwm. 
ATINtQ?EE SREDIN 
2925 APPLlm RD. 
EiAKmnr,m38133 

510(k) XI: KOO2702 
HXXE NJ : 901-373-0200 

sMrIH&NEPHEwENp. 
zalN:ALIcIA FliFwE 
2925 APFTmz m. 
E!zsmmT,m3Sl33 

510(k) 153: KO02737 
FFKNE N3 : 901-373-0200 

SMmIt-m. 
ATIN:-wm 
2925 ATJPLIE RD. 
Ei?mLEm,!u?38l33 

510(k) ND: IQ03214 
PI-KNEi K3 : 901-373-0200 

DEvIcm Iitxmmm, lxxax!RFREE, IATEX ExiwnmIm~wITH~ 

SFYDEmS1cEJMADEt:03-ccr-2m 

510(k) S!Wmmr 

DEVICE:BDRAPE,MJ2etTBD 
SEiDEmsIavmDE:26-ocr-2000 
510(k) SWHFtY Am FRX FaA 

DEvI~:sMMH&NERIEJw~&m 
SFlDEmSImMmE:l2~-2m 
510(k) SUMWiRY AVAILMU FRX FD?i 

DEwIcaSMIm&NERmPI~ 
SEiDECISICNM?m: 31-a%2000 
510(k) SUNBY AVAILAEU FRZMFDA 



-Aw)IKEss LYlxxnmEuR~-~ W:) 510(K) - CX 510(K) m 
l!tXFINALDECISICNSRENXRED DuRIc?HEPERIcD01xcJ!-2m awxlw 31=-CCF2000 

14-x%2coa 
m 27 

SMITH&NEPHEW,INc!. 
pllwimm Tlczwxs 
16ODAXXMBEID. 
z!lmcmR, MA 01810 

SPINKL-, INC. 
ATINr DAmDMr3xPEEt 
12012 TEnxmGY Bum., #loo 
AUSTIN, 'IX 78727 

-, INC. 
mm m' ,I 
llOOBIRDUWI!ERDR., 
PAW -, CA 92262 .I 
lYEmad 
lvIRBliIANGRIGsBY 
206654THsT. 
-, CA 95070 

-MEDma?s, INC. 
m:JoEL DanAs 
18o-m9aRH 
wruzmA, MN 55391 

-MEDmm, INC. 
zslm:JcEL rxxxx&s 
18OlZiRNXE~~ 
-, m 55391 

SlRyKERwRP. 
ZYrmNIm HElTY 
41OOETASlTMIUl7MA~ 
-, MI 49001-6197 

tstJnER MEDICAL L.L.C. 
A!rmJAMEsPsmIm 
203 WEST 2ND fCm?EEc 
MZUlCX,NE69001 

510(k) r.Kh Ko2261 
FH3lE ND : 508-261-3775 

510(k) ND: KC%?082 
nxmE IQ : 5l2-918-2700 

510(k) 1uD: m2069 
XBXE Iw3 : 901-373-8855 

510(k) m: KOD3194 
PfDlE ND : 7-778-7255 

510(k) m: KO02547 
FBBlE m : 408-741-8773 

510(k) m XI02180 
!?HXE XI : 650-949-0407 

510(k) NX Koo2492 
PXNE NJ t 650-949-0470 

510(k) IWz KO02732 
FWNE ND : 6X-323-7700 

510(k) m x002876 
EHmzm:800-354-3450 

DEvIc.m MEMr.1 
sEDEcIsIavmDE:23ax-2cm 
510(k) SiMAEtY AWELABM FE113M EDA 

DEVICE:--- 
sFIDEcIs1avMNx:O6-az-2000 
510(k) S&MARY AWiUABTZ IECM En 

DEvIail: zuczm SPIN?& FlIxmKN SYm 
sEDEms1avMADE:05-ocT-2Oco 

510(k) i?XWWRY Am ERM EDA 

DEvIcz:tT.mmam~~,MxIEL~700/~ 
sEDExxsIa+J&xc!DE:2~-2cxxl 
510(k) smm4EVr 

DEVICE: SIARIa lLNammm KmRPoINr~ 
sEDEcxsI~MADE:2O-cc.r-2m 

cf=mwDr- 

51O(k).SMARY AVAILAWZ EFCM EDA 

DEXtCE:SIME!LI~D~ PENNEEOLE 
sEDEms1mMtm:l3-mr-2m 
510(k) SiBMEtY Am FRX EDA 

DEvIa?f:sIMpLIcITy~INEusImsET 
sEDEcIss~~:2~-2000 
510(k) SMSRY Am FRSf EDA 

DEvIc33:sTRyIw NA.G.?sMmsYslFM-EwrKxwI;F: 
mDEms1cNmDE:02-Ocr-2000 
510(k) iSlM?SY AVAILREU FRM l!DA 

DEvIcEk &lmsrIE - Kl3ZITYcbX4UR,KxlEI;JpI 
sEiDEcIsIaTMmE:ll-ax-2000 
510(k) SW&QY Am FXHEDA 



-ADDBEssLI~mcTlRH- 
~FINALDECXSICNS~ 

m (SE) 510(K) tSuWWBS Cw 510(K) .YlMBmm 14-Nx-2OOcl 
Dt3RIts~pERIcoo1-ocT-2m ZRXXi 31-OCS2000 Page 28 

ii!EFE lKLm?l 
plxmcrs, w. 

242swmDEmsr. 
3m-xmxQNJo7631 

SULZER~I~, INC. 

ilENs DH[%IITy 
9900-DR. 
ADSTIN, 2X 78717 

suLzER~Ics, INC. 
A!ltNMXXiE3LADHXI!IY 
99w-DR. 
AUSTIN, TX 78717 

510(k) N3: KtX2581 
Z¶XNEIW:201-694-5500 

510(k) ND: IO12335 

TT3xEi No : 5X2-432-9202 

510(k) rJD: KO02356 
HXFaIW:512-432-9900 

510(k) N3: KOO2444 
PHJuE rJD : 407-259-6862 

soNNmzEAR~. 510(k) m KOO244.6 
AlrINzn3sasL~ PfXNE No : 407-259-6862 
425-APINEDAm 
-, FL 32940 

sxlMEuiMEDIcAL~, INC. 510(k) tD: Ia3o3004 
m-MYERS Pf-DE N3 : 201-727-1703 
377 Fam 17 
~NJ07460 

SUFGI-VISION, INC. 510(k) ND: xl002345 
?fI!INzNAtC!?EViYLCS XHWE~:41&73&8998 
925oRoMsEYRD., l5rJJmlW 
CULUBIA,W21045 

fsrmxaLm~mm -IES, 510(k) ND: WOO246 
?frmmwHI!tE R33E ND : 303-439-9709 
53oampnrJw 
ERzamEm,a,80020 

suRx~~cxEIp. 510(k) m KOO2849 
FtEcIsIDMIBBLADEs 
mvIKKIM- pHcNEN3:610-404-1000 
1wDENNIsDRIvE 
REiDINS, PA 19-776 

DEVIC33:DLJRXMWSWIOM-~ 
sEtDEcIs1mMADE:2OdxT-2000 
510(k) S AWiIIABm IEUX ZDA 

REvI~:~~I1sY~ TIBIALJXSEKTAND~WrP 

sFiDBxsIaJbmDE:25-ocT-2ooo 
510(k) SBMRY Am FZUd FDA 

mvIaz:IvrwFaF(NEEIIPJomPW3FMESLS 
si!zDEcIs1mmDFl:3o-ocT-2000 
510(k) sQ+MARY AVAIMETZ FElcpll rmA 

IlEm~:pREcIsIcNm~ v, MI)EL 1010 CR 206 
sEilxxxsIN~:1~-2ooo 
510(k) sUbNARY Am FIQ4 JBA 

DEvIcFl: RE-m a%MBEFtf zKnEL1w8m~ 
SE~IXX!ISICN&IDE: 23-CXX-2ooO 
510(k) SUMMARY AVAILAEU m FaA 

DEvIa?l: cscm 2, I-mEL 222 
sFlDEcIs1mMADEi:25Tcxzr-2000 
510(k) SWGRY AvAILAgLE FRX mA 

DEvIcE:srJRx-VIsI~~mIL 
SEDExxsIa?~: ll-Oa!-2Ocn 
510(k) sU&fBRY Am BRX FDA 

510(k) SUMMY AVAILAEU ti FDA 

mcmP.Fam.sI~, PmcIsI~~I~~,ANDP 

sEDEasIa?&i?QE:1~-2000 
510(k) SMQRY Am FRxmA 



i3ommmR~~Fcw~~ 
ECRFINXDECISICXSRENOEWD 

EQXWUN' (SE) 510(K) EDMRlE$ obi 510(K) - 14-mJ-2000 
DOMsnamRIcm01-c)Ol!-2000 !lXXiEH 31-a!'&2000 page 29 

i$!t?- GlIEERl’ 
169OlUlSSLRO. 
P.O. Kx 1766 
PAOLI, PA 19301-1262 

SYNlHEs cJ=) 
XtlW-MG- 
P.O. Eat 1766 
169OHESELTa= 
PixlLl, PA19301-I.222 

i%??ii?Cdi!?JWXTH 
P.O.hx 1766 
169OROSsELLRXD 
PAOLI, PA 193014222 ,, 

PmLI,PA19301 

iixm - (FVT.) w. 
RlTNzSUSMD~FALX 
55rarumRNBLw.,~200 
GFmTNfmc,, NY llo21 

TTi?aERMEDIcatocwp. 
I-ftllkDAVIDT- 
4575 i3zuTH PAmlmDE PD., 
SOITE 337 
-, AZ 85714 

MEI+NeAaJEFEI%F, INC. 
EIN: WIUSZ!M E ZWSPXH III 
4mRIvERsIDBDFL 
PAIMBEmiGrlFums, EL33410 

!uiE BINDm SITE, w. 
X'I'NzJAYHQLLER 
wEsTTwiEEt,soITE4oco 
2425WESL'CUMPICKxEmARD 
SANrAMJJIca, ca90404 

THEBINDIIKGSITE, LTD. 
XC'IWJAYHGELLER 
wEsT~,soITE4ow 
2425WEm!cXXMm!BclLlLevARD 
SANrAma, ca90404 

510(k) ND: IQ03061 
FS-KNE KD : 610-647-9700 

510(k) m: K994l21 
PHXfZ I?3 : 610-647-9700 

510(k) FL% XXX361 
PKNE E1D : 610-647-9700 

510(k) 1x): RX2729 
EBXIEi XI : 610-647-9700 

510(k) No: Koo2257 
m m, : 203-431-1511 

510(k) E13: K993101 
H13NE Ia : 520-790-5393 

510(k) Nh xM32903 
Fl3XE ND : 561-627-1080 

510(k) 1uo: IO002560 
PHmEtm:310-449-1399 

510(k) ruD: Koo2561 
l?fnaE m : 310-449-1399 

DEVICE: SyNlIHEs uss (lO.oMM SIDE cPENIN2 i3(xaws) 
SJ?#DExzISI~~:~-2000 

510(k) SWMRY AVAILAWZ = FDA 

510(k) SLNMAFU AVAILABU FKM rmA 

DEvIa3: - (USA) I4zaaIs-m 
SEDEXXSICNWDB: 31-ocsr-2000 

(IPPIP) SYa 

510(k) SUbMFtY AVAIWZE FRX InA 

DEVIC33: TEUVODISFWABLE~ PENCIL, MXEL l50-100 
SBDEcISI~mDE:l9-cm-2oco 
510(k) SUMMARY AVULABIB FRX l!DA 

DEvIar LIcTEmm 
SBDEmSIcNMADEi:26-mc-2Ocn 

510(k) szA!mam 

DEVIC33:ANSJ%X~MI-- 
SEDECISICN%DE:2MYL'I'-2000 
510(k) faRmERr 

DEvIcE:SBEmArtrI~I~ Ba?GRADEKIT 
SBDmISI~mDEt:26-oa!-2OOo 

510(k) itxmmam 

DEvIcJ3: SBEEPAt?rI~IGD -m-KIT 
SEDExxSI~~:26-ocIr2cclo 

510(k) STAmm?r 



EaBmmER~-PoRwRH-~ W) 510(K) 
KRFTNALDECISICNSREWERFD DDmGniEiPERI~01-oc!&2000 

StMAXESCR510(K)~ M-Bxw-2000 
- 31dXT-2ooO pibgem 

2l-E BlmDm SITE, w. 
IaT 
ATIN:JAYHGEUTiR 
wEmTcwER,suITE4ooo 
2425 WEST OLXMPIC BXILVXQ 
ti?a?rAma, ca9Q4w 

?HEBINDImSIT&LID. 
IT 
RI'lNzJAYHGEiLLER 
wEsTTcmR,~4Qw 
2425VZSTC%YME'ICK%ZEXmD 
SANA~CA, cn9Q4Q4 

?HEGExml!Is- 
mmKRANE 
87CMRllXEPAFXDR& 
-, MA 02140-2387 ' 

TISSuEMEmc!AL&i?+SEm,INc. 
ATIN:DwIGHT zI%akmI 
4432 ANAHEIMAVE., N.E. 
w,NM87U.3 

TWNlEEt S.A. 
Al?l-NZDAVIDWSC%ERF 
200GREcxmIANE 
soI!m c-100 
BHILL,Ca94523-3389 

+laslm~mMEDIcAT,SY~, 
?ftTNzDIANA~ 
2441MImDR. 
P.O. Bm 2068 
!EJSTIN, CA 92781-2068 

TcxaIERAMEEuam, INC. 
ATmKEN FaEmER 
280IlTAHAvE. 
swI?IsAN-. ai94oao 

510(k) ND: Moo2563 

PE3aEm:310&-1399 

510(k) No: IO2564 

PfxNE m : 310-449-1399 

510(k) 1x): KOO2350 
PKNE p33 : 617-665-8737 

510(k) NX -317 
Ff3MFIm:5O5-82e-05O8 

510(k) m KO0UXl3 
PENE m : 925-356-2640 

1510(k) IXh KM)2424 
FfxxEm:714-73cMOOO 

510(k) f.Kb IUB2522 
J BD : 650-872-2722 

510(k) ND: K002531 
ElXNFa No : 650-872-2722 

DEvIcE:sHEEPAIvrI~-PREELI~~~~~ 

SEDEmSIa?mDEi:26-cxx-2cm 

510(k) imm%fEm 

DExI(2!ksHEEpANl!I~KAPPA~LIGHrcHAIN~~QwlEx 

SEDEcIS1avm:26-ax-2m 

510(k) m 

DEVICZ:--~ 
SEDEmSIa?Mt!DFl:Q~-2000 
510(k) SMdMtY Am Efam FDA 

DEvIa3: -vRM m ND:YzG LASER SYm, -vRM 
sEDJZISIcNM?iDE: 27-OCl!-2000 
510(k) STMM?Y AVAIURU FRX EDA 

510(k) SmMRY AVAILAUX l?Md EDA 

510(k) SM4ARY Am FXfd EDA 

DEvIcY3: ORART, IEDEL MEs6w 
SEDEmS1mmDE:25-o(Jp-2cxJO 
510(k) SCMARY Am FXM lm?i 

DEwIcz:ExaxiwrWImPIANISSm,~MIF-m1/P3 
SEtDEmS1atMAm:26-ax-2m 
510(k) SUMRY AUAIUZU FPfMmA 



i3uBmmRADclREssLIsI?Iur:maaRH 
FcwFINKLDEKZSICNSIWDERED 

nQuMILwr (SE) 510(K) stJmmBs CR 510(K) m 14-m&2OOLl 
DuRImTvEpERIcD01-Cc.r-2ooo IMwJu=H 31dCr-2000 pisse 31 

muicAKm, INC. 
ztI!mma 
777s.T!wmwxmmvD. 
Buxz.2. sm. 102 
-, 0 80226 

510(k) ND: KM>1835 
pInaE m : 720-962-5412 

!lumGm MEDIaTJ U.S., INC. 
m:PJ PARDO 
l3709PRmESSBLvD. 
Box 19 
AllWHOA, FL 32615 

510(k) p33: K99l.296 
P Ml : 904-462-2178 

T.umms~..usA 510(k) ND: -2408 
Turn - 

, . 

?fL'IH:CHMWlTEBCXXEUXJ E'KNE FD : 727-544-2531 
1043172NDST.rcR.m 
LAWO, FL 33777 ,I 
uNMma4uRMEG., Igc 
n,#3018-rn 

510(k) m: KOO2318 
-. uNrI!ED#5Ol~SERIES 

lJNITED~c!oi)., Im. 
m:aANIH, YEBUA 
219 9ovIH RZWKl?DAti 
-, CA 91801 

USA-,m. 
ZYrimm- 
l515mNNERDRIvE 
Amxa,aI44202 

usAB,INc. 
mm Ti.xxs 
l515DANNERmIvE 
ma44202 

EZ mmlmaxm?AN 
501 Sam3 AtWREMSAVEWE 
FLLAwmmLE,n33301 

VIsIJEr, INC. 
ATlWJUDYFGCBIDCN 

i'E3ZNE hx) : 614-759-7333 

510(k) m X003010 
PHNE NJ : 626-458-8518 

510(k) ND: IQ02482 
Fi-KNE rx) : 330-562-1000 

510(k) m: KOO2483 
E'E33E En : 330-562-1000 

510(k) ND: RX2562 
PKNEI bD : 954-779-2500 

510(k) Ex): K991l24 
FTxmNo:949-854-63l4 

DEVICE: ItRv2ooo INDm IEmExrImma 
SEDECIs1m&aDls: lxxx-2000 

510(k) SIZLTIPIW 

DEvm%: - 
sEDEaS1mMADE:O6-CCr-2Qoo 

510(k) = Am l!!KH l?DA 

DEVIa3:AXICNPLUS(MF1Ik4FII133NA)~(~C) A!SFBRtc- 

SEDECISICNMDE:l7XJCZ'-2000 
510(k) SINWEW! 

DEnaT: LllxaED #1018-m smIE!3, uNI!mD #2OlW =-f&m 

SEDECISIcNmDE:ll~-2000 

510(k) S'mTRmm 

DEvIa3: EmxcTBW 
SEDECISIaImDE:1~-2000 
510(k) SINEWme 

DEvIcs:vISIcN9OOOFJivASmARRAY~o3IL 
SEDECISICNMADE:17-(xT-2ooO 
510(k) iTX.NMY AVAIUBLE FKM FDA 

DExIu3:~5ooo c2EmEaLHIRpc(sEo3IL 
SEDECISICNMADE: 25-tXZ!-2ooO 
510(k) fX&MFtY AVAILABU = EDA 

DEvIcE:rmcIFIER~ bfmExsvT-9OlF,mlC 
SEDEfxSIm~:udcrp-2m 
510(k) SUMMAFU AVMIAPU FXM FDA 

DEvIa3: VIsm -,=50 
SFiDECISICNW+DE: 20-N%2000 
510(k) tXWMiRY AVAILABU EKM FDA 18732 SXXN?W 

-, CA 92614 



SuEpaw~LI~~czlRH~~ 
FcwFIN&DECISICNSREWERED 

w 510(K) 
DuRINGmFERIm01-ccr-2000 

l3Lwlmm CR 510(K) iT3mmmm 14-Twv-2ooo 
!tlN%.M 31-cXS2000 page 32 

VrIAL-,INc. 
ATIRIDBER!PC!91MM: 

510(k) 1uD: KOO2519 
H3ZNEEx): 6l2-9l5-8001 

33OoJmNEmxlANEluc%mr 
suI!rE200 
ETxMmtI,m55447 

IcGoEm, INC. 
ECNz XPACI V.A. IXKGFCS 
6225 KWERS AVE. 
-, FL 32217 

510(k) m KCXM22 
FHXE IKI : 408-543-2414 

~BIcMEDIQu;INc. 510(k) PX3t ml519 
zmN:fFl!Em m -m: 603-775-7300 
aalz4@KNm.,~302 
ExExER#NHo3833 

if!EzG TIMLIN 
6743 EifXmEOm DR. MXCH 
m, FL 32216 

510(k) ND: KM2897 
PKNE Ex) : 904-279-7532 

DEvIc23: vITRE?i 2, VERsIav 2.1 
sEDErx81~~:19-ocT-am 

510(k) iSUMU?Y AKML?BU FFCMEDA 

DEVICE: AEENEB KxamLEi-m 
sEc)Exxs1~N:u-ocT-2000 
510(k) EXBMWFZ A- FKM Em 

DENIa%AmI~7~m 
sEDEcIs1avM?iDE:O6-ax-2m 
510(k) sLM@JX AVAIIAEIL ERX ZDA 

DEVICZ:DERMEEW~FIiEE~~LpllM -CX?GIcxlES 

sEDEicIs1~MADE:24-ocT-2000 

510(k) tSWYARY AVAIUWE EfU4 IX%% 

DEVK%XPStKLTE&DSY~ 
SJ?oDE%XSICNMDEr17-Om-2OW 
510(k) SLM?m AWiTL?Em FKM FDA 

DEvIcz:-MIDDLEEARB 
szDExxsIm~: ll-ax-2000 
510(k) SLNAW AVAIIMm FRX EDA 



-ADDREssLIsmu3ma)RB-~ 
lxRFIMLLDMxsIcNs~ 

I=) 510(K) 
DuRIm~pERIcoo1-ocT-2m 

sOMANES CR 510(K) - M-mv-2000 
!IFKO33 31-E%2000 me 33 

!Nm& 510(k)s ?HIs PERIco 288 

t!fcEi E 
2x3 
75 


